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Sir: 

The Appciiaats have appealed from the rejection of Claims ML The Appellajit.-; submit this 
Appeal Brief m response to the Official Action dated December 28, 2009. The Appellajots submit 
.Lcr<y'.L Mu.rcnt in the amount of S540 under 41 CFR §4L20CbX2). The Commissiofter is 
aathoTs^cd to charge any insufficiency to Deposit Account No. 50-2656. 

REAL PARTY IN INTEREST 

rise seal ^i! iutcio.< b> Assigiinienl recorded m tin. tS ^ rOiecouis at Reel 0^ i.?'^ 7 unci 
Fr.imc O'-WO h Endo Phdi-niaceuttcals, Inc., a corporahon of Delawax-c, locatea at ICO Endo 
Boulevard, Chadds Ford. PA 19317. 

REI 4 FLO APPEALS 4NB IMT.RFERENCES 
Iber*. are no related appeals, jucrfcrenccs or olhsi cases 

STATOSQFTliE CI.AIMS 
Claims 1-11 are rejected and me on appeal, ClaiiBS X, 9 arid 1 1 are independent cMms. 



STATUS OF AMENDMENTS 

The following Responses are of record; a Response filed November 3, 2009 with an RCC in 
rt!snoT)sc * t le fuui OthcicJ VcKon dr.:evi bt'^^en 22 2 0<-) a Resp o i^c filcJ \L'\ "'b 2ni0in 
LbponsL. *o *K Or\ iai Action dated Dccc bei 28 ?009 and ihc inlcn tw 5u ran.-u\ uatcd e 1 1 wjt . 
n, 2010, ami d Notice of Appeal filed Jdy 1, 2010. Claims 1. 9 and 11 were ancnded in the 
Appollaails* Response fled November 3, 2009 All amendments were entered Acopy of the clrn^s 
as they now stand is provided in the Claims Appendix 

^inni iR-y OF CLAIMED SUBJECT MATTER 

The claimoc M'b]ect rnanej m independent Claim 1 relates to a method ^or treatu-g 
noaiopatiicAU\->ru ic^u n>„Lat.^e '•erso ohcro-i^u-io i > <i-patjcnt compnsmgif erMivi ig ncii 
\ML-i ntUjiopathica!i>-mduccd negative sensoi> pUenomena; idoitifymg a locas ot the 
nca'opathically-mduced negative sensory phenomena, and s^plymg an anesthetic topically to the 
s Ki . cl tbe patent with neuropathic negative sensory phenomena at or rear the locns of the negative 
serso.v phe.-sOi7^.ena, wherebj the neuropathically-mdaced negative sensory phenomena m the patient 
.s . L v.^ 11 L s ^ c. ion a* T ' dn^ [OOO'^l 0019] begmnmg on page 2, atlme 8 tlnough 
page " hrc i*^ crd Ciaun 1 o.ip?ge 9 mcs 1 5 

The claimed subject matter m mdependent Claim 9 relates tu a rn^ukc' lor trea^ng 
neiLopatfaically-induced negative sensory phenomena m a patient by topical admimstration ot an 
ai^estl-ctic compusmg jdentifiing a natient wath nciiropathically-induced negative sensory 
phenomciia ^dujl r\ir^ a los^ub of T'e -europathicalK iraxwC'rcs. luev^n^ron pW-rc^^ ar<? 
apijhingaTion-wo%onpohcste3 clothmc!udmgaphyMO'Ogica'lvacccptai>k adhos.so corn l 
'rom about 2 to 10% by weight of Iidocaine, to the skin of a patient at o" near Ov.i.b ci ire 
negatn e sensory phenomena, wh«.reby the neuropatlucaily-mdiiced negatn e ^enborv phcnoa^enc. m 
tlie patient is treated See the specification at paiagiaphs [00O7]-[001 9] begmmng on page 2, at Ime 
^ t ^ oxiii^^ ^.^$0 ~ J ne ' at a Claim 9 spanning page 9. line 21 through 1 0, line 3 

c\ ' not Mibjw r atter in moeieiident Ciann 11 relate^ to a method for dec-easmy 
nuibrt.s,i> of the sk n of a pat cm <. i nsn ^ de rg a > Axq ' v.\ih ^ulbnc^'■ of tht ^ki- 
idvT jf^ ii^i a Site ot iiie .lumbatssS ot the bkm, and topicaiiv app yi ig u jutal aiic^tnt^t c I'l saij A. . < % 
.^r nea'-. the site of &.aidnumbncs»s. wheiebv the numbness of the skm of the patient is decreased See 
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the specification at paragraphs [00{)7]-[001 9] beginning on page 2, at iiae 8 through page ?, liiie 19 
and Claim 1 1 on page 1 0, lines 6-7. 



GROLMIS OF RF-fECXroN TO EE RE\1FAVKD A^'PEAL 
C'iumis 1 1 1 aio rcii.ctod iiiherenOyanlicipalcci under 35 LS*.^ §iO/tb) by SjS l\^!c-nl \o. 

^,41! ."'.■^S ijx-rc-aaftcr IIS ^73^) a\ cMdcnoeci by a uon-pnoi art v\eb-pa>;c prnoul dciiunaied 

*'Modl5ueFius Medical Enc>clopedia: Neuralgia"' (hereinafter Web-Page) aad Rowbochani and 

Fields. 1 19 Brain 347 (1996) (hereinafter Rowbotbam). 

Cisinis I - n arc rejected as uiherently obvious under 35 USC §103(a) over tlie combination 

of US ^"38 and US Patent Application Publication No. 2004/0101582 (hereinatler US '582) as 

evidenced by Web-Page aKd Rowbotham. 

AILMENT 

Rejection of Claims i-ll as Inherently Anttdpated under 35 USC ^i02(b} 

The Appellants respectfiiily submit thai Claims 14 1 are not inherently anticipated under 35 
USC§102(b)byUS '73Sai.CMdcjccooN V oh Td^^t and Rim'^oaivn There as csacrahcasons for 
th}S. First the hxammer bus faded to consider all the elements recsted .n tiie claims and has ignored 
tbe actual recitations of the claims. Second, the cited references fail to establish all the cieaici3ts of 
the claimed methods axe '"necessarily present" m the disclosure of US '738, Ihird, the ciled 
ri,fercnces fail to teach all the elements of the claimed melhods either expressly or mhercntly. 

Failure to Co nsider Al l the Elements oj the Claims 
The Appellants rcspectiull) s^b.n.. ±dt Claims I 1 1 u-e not jr -le'-ent.y anticipated icider 35 
use § 102(b) by US '738 as evidenced by Web-Page and Rox^^botham because the Examiner has 
Ignored the claim dements actxidly recited in Claims 1-11. This is apparent from tiie Examiner's 
statemetJt that: 

It remains tbe Hxamincr's poshionthat tills [(the methods of 
Claims 1-11)1 is simply a method of treating a painM 
neuralgia in the di sguise of treating a sj-mptom of the 
disorder. Orficial Action mailed December 28, 2009 at page 
9 (emphasis added). 
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The Examiner reiterates this position on page 10 of the Official Action mailed Jam % 2010. This 
makes it clear the Examiner is simply ignoriBg the recitations of tlie claims because he somehow 
"just knows" the Appellants ai-e claiming something different than what is actiMly stated. He is 
mistaken. 

For this reason, die Appellants res^ectfuMy submit the inherent anticipation rejections arc 
improper, and should be withdrawn because it is clear the Examiner has failed to consider all the 
elements of the claimed metlwds and has impermissibly Ignored the actual recitations of tiie claims. 

Failure of the Inherent Anticipaiian Reiectmis to Es tahlish the Cit ed References 
"Necess arily" Inherenilv Disd me All the Elemmts of the Clmmed Me the>is 

The Aspellants:f^speet|i3%'s«^ Ml arenotit^lieEejjtly antictpM 

i;SC § i 02(b) by L'S "738 as evidenced by Web-Page and Rowbotham because the rejections fail to 
establish all the tlcmems of the claimed methods are "necessarily present" In the disclosure of UvS 

Basing a rejection on tlie doctrine of inherent anticipation is an ackiioxfS'ledgenienl that a 
pxmmy reference does not expressly disclose all the elements of an ^plicant's claims. Here, US 
'738 never expressly discloses a method for treating the indications of "neuropathically-mauced 
senson- phenomena"' or "nunibncss" m patients mth the anesthetic compositions recited 'J the 
csKRnaed ciauiis. Conscqucmiy, J e -qcv . - .i.^e-dso^ art R.vn DoUai . o srov 

ineniet:iods disclosed m I'S '738 loathe jehel of pain mpafonis \^ i''^ ' rc'''' bt-i^^i^'ic -.eiii^lg a" 
would somehow inherently involve treating '■neuropathically-mdaced negative sensory phenomena" 
or "numbness" to reston; sensation with the anesthetic compositions recited in the claims 

Inherent anticipation i-eqmres that an element which is not cxpiessly recited in a -eference 
iru3 bcMitos=.anlv.:iesenra:idtA?t 1 b^vobdhe^o .xogii</ai ^> pc-bonsofordmarv'sbU" 
S( ( \:PI 1V> ^ at pan FI -.e- a'^o i opi ' r^n^ni< l^U XfouHinto Co 9^8 F 2d 
:264.i'eJ Cvc 1091) S.atcdd-f erentK mhcrentv imv notbe csia^ isP^^ i b-ci. mJru ^'•ot 
pOiSjbiiitiea. See e.g.. in /v Raberaon, 169 F 3d "^43 (}ed Cir .999) v\acit.on<^l \, l.i- Pa.c. 
Office has the burden of pro\ iding '*a basib m tact and'or technical reasoning to reasonably support 
the detor-n i.)th>^- i-al the allegedl> inherent chaiacteiistic ntt^ssai^ flows fiom the teachings of 
the appLcd orior .-ri " See Ex Parte Lev), V VSTTO 3d M61 (Bd Pat App Sc Inter 1990) 
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(emphasis added) Tlie A.ppe11aiats respectfally submit the ^ejections faii to satisfy tbis btudeo or 
othenvtse establish inherent aiiticipaiion, 

ii >!n pc*. 1 aiid xiidy be eM'ie.> <ibscm m patients su+^ern^g from "pcsi hcipenv utrai algid ' Zlms 
"negative setisorj- phenomcina" or "tiumbness ' are not "necessarily present" m patients su^^eriBg 
from "posl-herpet{c neuralgia" despite the contrary assmisirtlon of the rejection 

Tlie distinction betvt'een numbness and pam synptoms. ard the Let thai nuribness is not 
noct,ssdri\ picscnt in pcsi- le'pti c iLdiJ^ a e-^ s <• apppTcr* on cons Jonng the art accepted 
dellntioni. ol icui<l^i i . ' po;.t-hapet.o rciv^ i^ja ' as we!' ol^o- teac^^ir^js in tie peei- 
rcvie^ed n^ed.c^' 'uc c^'i rc elating to *'post-herpctJC neuralgia " 

"Neuralgia'" is defined as "acute paroxysomal pain radiating along the course oi one or more 
i^ers'cs 'usually] without dcinonsirable changes m the nerve structure" or as "fpjain of a severe, 
throbbiiig Ol s '-^ ^ n*^ v. u^iaclei m the course or distnbuaon of ^ leix c c( v-lniog^ ~] neur- + G 
akos. puui ' Mofuhi V e inter's Medical De&kDichorm-^ -''I ( vsJ^ji^eaip- dbis added), vec 
i?i so Steaman s Medual D ( uor.^' v :$*h Edition, 130? (28lh 20^ t 1 -h->-is . . ^ Stated 
di^'^erenily. "n(,iiralg.a" is a t^-pc of pain—not a type of ' negative bensoiy plie .onie.ia" 01 
'numbness." 

Moreov et "oost-herpctic neuralgia'* or "PHN^' is defined as "causalgia [(bunangpam)] and 
livpe e-ius c; '(cxccisnc ^irifuisensitiv'tvto sensory stimuli)] in the derit^atome served bv a spu al 
iis\L a etkdb> naocs zoster p.rsib^ 1 flcrr^vl. 10 0 U si ^ oupi ou :\pKa^''' ixc tj. m 
unvicie-ageu a^ia oA people [(ard)j, may comtnuc toi xveekb, .loi.tb- 01 >oa s ' ''^c v^dp\m s 
MednalDicnonary 25fA£i??/ioftj307(2SthEd 2006) Stated difTerently"post-herpeticneuialg^ a' 
is a t>pc of Earn following herpes zoster mfection-not a type of "negative sensory phenomena ' or 
'■numaness." 

\\ vu ^ \A 'T. ! js ajna'ta ^' a ^idct '•cview of tnc seal Ir.iar n J ' ega^ive 
^LPSu-N t)b>?Hx^^fcT'. aiioncs'. artn<t rCvCsbdnh present ^npat spiL~>(-rtu\ posi- 
berpcat ^ . ar " ' III'- ^ \ be seen irom the dibc losusc m liabnie ^^ l1 s <* do n< ^ 
reference leUea on in the lejettioni. See Hajsinc el al . .44 Neutoscteftce ^biuai^s i •> ^'O*"^''; 

f pre^ H-)iislv made of record m the Response and IDS filed November 3, 2009), see also Rowbotham 
c>.iii I ^> H}a f '^9'^ (picvimiily made of lecord m the Response and IDS filed 

\o\ Li mc ^ '^9, For vX<:*a::iplc, Hasr«ie states 
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In estpbbV-ed .lo^tLetpouc rit;ur<?lgia the cbii'cal phcnot-ype vanes 
hc'x^Cfjj uiuA Jiud r'l^^ " s^-s'-'ls o\c i'ic lime coiir-c ^ ftbo 

,hscvtp \ ^p.x"; i-o . . h \ --r) wio.^icna ha-ve been 

documented, witli iijper-sensofy phenomena, such as I (pain elicited 
by ordinarily non-pain&i slmiuii)] and hyperalgesia [(ailodynia 
increased sensitivity to pain or enhanced sei^sitivity to pain)], at otie 
exlTemc divA pfedofYjna^ntlY hN-posenson D'Ctute ^(a deilcieiit 
response u> sl!nll'^)j \% J'l p.ur ^-i uk co "Icm v<-r^\i cs coirplete 
sensory lo.-s ai tie ol \03 Htibnic at >-\ge S s,e rphaais oodoo ) 

Thus. lhi>mc ieuchai. ilidtpost-licipetic nem algiacaa occur \Mlhout "nogt.T'\c seniors phcnoniviid" 
or "numbness" and that patients withpost-herpetic neuralgia can have only painful sympioras. 
This is also apparent ftom Rowbotliam, Vm example, Ro>yboth8m states: 



Ir a pre^foas study of PUN [(post-herpetic neuralgia)] pat-er.ts 
(198V), v\c wcte st.-uck b> ho^v many patients witli severe pain bad 
little, if any, senso ry deficit in the region they felt was the source of 
their mmt severe pain. Ro wbothaift: at page 348 (emphasis added). 

Rowholhajn also states that: 

[Tjhe-e :s no siraple relationship betweeai hss of peiipherai nerve 
flinction and spontaneous or evoked pain [in ?HN patients], 
Rowbotham at page 347. 

Mo: cos er, Rovi both^ presents clinical data in Figs 3 and 5 showing that patients can have ''post- 
he*p^ .V 10.!': g.'i" x\ iilvnu any seT5so.^ dcf.ctts. suc'^ t'l-err^al seiiso: v dufxits See Row ■^o.hoxn 
pa^e 350 ^igfe ^ and ^ Thus, Ro\n hothain also teaches, and denionstiotes tlu c^r ic, *h<-i pobt- 
herpetic neuralgia can occur without "negati\ e sensory phenomena" or ''numbn^*" and patiuits v.ith 
pOi.t-nerpv,tic nem algia can have only painfia] symptoms I he i^j ection ig-iores these teacbings in 
Rowbotham- 

PeWwb dgt Kiueicc rel eu i \e ..Svt. oj to sho\\ nhorerc\ is rl o da\ieit Ii. 

s- ! ^.i. (iv-J pg s .■'1 ' U v<j' ofscs 1: et csucb as a No\(tCi-in b loi T..slji^^ i-^^^ i'^ cr t' vi 
.re ahi^c doiintnons ot "ncmdlgia" piu^Jdcd by art accepted authonties t Ic^irl}, 'h^ pa nh 
sji^ptoms of neuralgia such as "acute naioxysomal pam," "pain of a severe, throbbing oi stabbnig 
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character"' ajid bummg pain such as in "'causalgia" are nothing like "nmiibncss"' and are, in tact quite 
the 'jp;;30:5ltc of the sensations that occur onct a shot oi'tiK local anesthetic NOVOCAIN™ takes 
el.ect Mui^c«.neMho \nnj LmIs 'VcvpOv-^.fuJv yxi\ J' ^ 'n^ .>;esi.'t!OC ofsiseh errors in Web-Page is 
one Tv^iiSon \v.i} tr.s "cfeience coBtams an explicit discidjmer which states: 

rbe irfci:na.io:i p^j vuVd should nv, 'x- .-sc-J t'lnng ar;\ r->cc^cal 
cm ^"gc lies, or Icv-tl l d!<^gnosisci oca'. ' r tca^^. c»"!j^>ii'ior., 
A licensed physiciaji i^houid be consuitcd for oiagiiosi^. .i;Hl 'j eatiiicnt 
of any and all medical conditxoiis. Call 911 for all medical 
emergencies. Adani makes no repre sent ation or warranty regarding 
tlie accuracy, reUabilitv. compl eteness, currenmess, or timeliness of 
the content, text or graphics. Web-Page at page 3 (emphasis added). 

In contras\ lUsmt. Ro\\i)oll;d:r a:: 1 - "vkx 'n net^-ca; and scjcni'fic professionals and 
published v\ respcctoc, pcej-scMO-'Aod tkv i H5r ^ i\. ul-sose L.HU'lusions are based on actual 
clmical resulis p^e.^entca the artxics T m% V\c AppcKants rospccirully submit tiial the ad\ ice ui 
the Wcb-Pagc disclain^cr should be followed and this document should not be relied on— panicu:arjy 
to support the current inherent anticipation based re^ectiom— because it contains erroneous 
infonnation. 

:i <s <i'st> .'txta.oni invx the literature that the pain of "posl-herpetic neuralgia" car occur 
w 'thoi.* 'negam si.n v p>Li-!Cfao-"a" "-^iv . jncss'' aiia patients s\ iih post-he-pei .c nc'. .aig^^ c^i 
have onls' pair-tal symptoms. This means that VS -738 docs not inherently disclose lr>aatirur.i of 
"negative seiisory phenomena" or "tiombness" because patients with '*post-herpetic neuralgia'' do not 
necessarily have syroptoms of "negative sensory phenomena" or "numbness."' In fact, US "738 
acknowledges this when it states that "PHN patients nearly always have a sensory deficit in the 
'CL^'ou ob:L net " ^ 'S '"38 <!l cohm-ii " . ancs 2^-3u -^e-nphaw? added) hr.poiUrti,\ . "i-e:r 
^i\^a>s basing a syniptosn is noihnig like a symptom ^'necessarily bc^ng present ihus, / 
inappropriate to infer, based on the erroneous disclosure of the Web-Page reference, and contrary to 
the teachings in the accepted, peer-reviewed medical literature, that these patients neccssaiily present 
any symptom in addition to pain from "post-herpetic neuralgia," .such as numbness. US '738 does 
noi oijsclo^c \\-.u nirioni^ ' roaiod with the disclosed methods exhibit any .symptom other than "pain ' 
from "posl-nerpctic neuralgia." 

hi r«(.t. c\ i tLa: is discioped about the patients in US *73S treated \s it h the cisciosc,' '^^e'hcnls 
for The " reiief ofpai n' is tliat these patients had i^aill. specifically po st-herpeiic neui-ai>:ia, --not 
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"neuropathically-induced negative sensory phenomena" or dumbness/' This is evident from several 
different statements in US 738, For instance, the description of the "FIRST STUDT' in US 738 



Claims tor the oifecnvene'Si, oi die r<i\v:mion art. suppone<i >v 
the results ofa study uadert^en by Rowhotham, M C and Fields, fl 
L Depaitmcnt of Neiiro^ogv, School of Medicine Unuei^ity of 
Ct i^C'-^^ San Fiaoc'^cc Hnfe studv cntnlcJ 'lopicil I do^aiae 

poscivS adtA Loir cxpcocnct. ^vitU 11 panenls v. ho Lad woh 
established p ost-beipotic neuralgia (pam present for moie than 3 
months after nealing o^the rash of herpes ?oster), woll-dcmarcalvid 

areas of --kin a Vf- 1 iS'od\r ^ (n->in rsg t ovi a 

\Mbp audio icd.cJvCi u5 tJ^ai )! D : V scoll.xa ne'-thcks 
Six \^onier anc five rncii pajlic.t)cied m iti, ^tad\ .nc 
aveiage age [skI was 70 years Si\ patients bad post-he^ pctic 
neuraigia that mcluacd *e ophthalmic division of the trgemma' 
nerve, and five had po stherpetic neuralgia located m thoracic 
demiatomes. 

The di. Aiov ^ pair aiigcd ton H>cnt*->s to P vears 

AL ^a^icv'b o\i.>.p^ tv o %\ere n sood ccr cial hea^xH Ore 

patiejit bad multiple cardio\aiCular pioblcnis. anoiie. '^ad 

widespread multiple myeloma, 

' In all c ases, post-berocttc neumluu was the only si.gniFxant 

pain pi- oblem during tlie period of the study. US 738 at column 5, 

tires 45-68 to column 6, lines 1-5 (emphasis added). 

The descnption of the "SFCOND STUDY" in US *738 states: 

S. b|octs w^rc eUg^bie iftht^ bad pi^n pre<^ep. n.trc tbaji 
juu'itb c^ftci bv:aix ig oi t.ie /v>stCT ii irsr vv K cf tkv . i 
pa irluliv sens itive skin^ were in btab e .locltb, had '-vO riC!.>ca! 
contraindications to topical local anesthetic appijcai-on, and had not 
previously undergone neurolyMc oi sieuiosurgscai therapy for PHN. 
IS ' ""38 .It CO awji mes ! 2-1 8 {eirpnabSb added) 

Wb:L Jie (icsc..ptirr oi ihc 'TI I S i LBY" m \ .S 738 states 

bubiccts were eligible ;f they had PLM, defined ab p.. n 
pr eso.i t ^n.hc tha n 1 month afte r heal mg of the skia rash , had a weL 
doi i It .13 ea oi painMy sensitive sidti on the torso or hmbs, were in 
siabk' hjaith, had no medical contraindications to topical local 
.u-icsllx^l-c application, and had not undergoiie neurolytic or 
ncarosuigical therapy for PHN. US 738 at column 14, lines 29-35 
(emphasis added). 
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Altogether, this makes it very clear (almost painMly clear) that tlie patients described m US '738 
had pain from PHN. that having pain from PHN was tlie only s>TOptom the patients m I'S were 
<no\vn to bci\c S'A thai th:S pain svas the s>rKnu^^ Trco'cO Sk' (i'bClcsLd '•'r\ctbod[.'J Ics tUt 
relief oi paiii." it also clear from Hasute and Rowbothatn thai, the piitient doot; nut "ricccssnuh"' 
have '^eiiropatliically-induced negative sensory phenomena" or ''numbness," 

Stated difJercntly, US '738 is silent regajxjing the treatment of "negative sensory phenomena" 
or ''numbness" with the anesthetic compositions of Claims 1-11 and contri\'ing to cure tliis 
\jk ox^ !y t ^iL. '! Web Pane a icWov^wtham is improper Moreoxcr.cvenrss u ig-hatthc 
le-'w.c'Kes .ca~^d\\ Cbuib i^li n.t2dU\Qi,.,iir,or\ phenomena' or "nambrc<;s" iiiJ'ii:ie^T tsLal, \% ould 
sti^l not bo sufficient "V vhi be ' surel\ rot ' nt-cc^^an v ' pjvSvS t and at,vOid' \Ji\ s vgdise 
sensory phenomena are anything but mhcrent m patie.its sufietrng fram PHN This mcan^ the 
Appellants nave rebutted the conclusions of the rejechon and shown that US 'TSS does not mlieicntly 
disclose a 1 ttic c'encnt<; of the claimcjd methods 

mfac* Ji^ \ppoliant^^o*etut, jn the te)epbo'ncii^temew of January 7, 2010 iheExainmer 
conceded the Aojk'L x^sU? > Vui -aue r<- ^ 'i.." l posE-herpe«c noiir<-igia (^?d5 without 
havmg any sympioms of negatve sensory pneno.ncna or numbness was correct 6<.c Lxai« ner's 
Imm-jew Summary dated February 17, 2010 During the mlerview, the Exammer cxplamed this^s-as 
because t x ^ onM of patients with post-heipetic nemalgia represent a spccti-um and not ever> 
post-he.pciit -Oar.JL a patient will have symptoms of negative sen&ory phenomena or numbness 
See e g , Examiner's Interview Summary dated February 17 201 0 at hnes 13-16. which states 

Thercfo'-v, \s it s undLrstocKl 11 at not al pat-ert& Wxll expencnct. 
the same s\ r^ptc ni> n ?s c car that a dtfi^it n the peiception of gentle 
'oucIks \>^\v.H App KdtJdefuicsasthenegatnesensorypbenomena 
1 iui'viesi> s <) -sn.p om oi postherpetic [sw] neuralgia and is 
o\!3<.ncuced by bonu traction of this patient population. 

[ } \am nor aex trtbule^s then continued to .nsist, based on Rowboibam, that even thougb Oii1\ 
^cn.; vo-i I i |v ic -euiaU.a pascr s n^ght base svaipton-s . . n.gc wi-O"^ pi < i^i x oi 
r.i n-^bicss, Iv wa^ ma.-itain.ng tlie -cjclItous on tins basis, Tnub, th*. Appeilants dho k spcvt"" 'M^v 
submit, based or tbe Fxammei's comments diurmg the interview, that tlie mhcrent anticipation 
rejections are improp^^r because the Appellants have cstabhsbed, m --ebuttal that the elements of the 
claimed metbods aienot "nccessaily present" m tlie d-'sclosi re of US '7SS 
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For these reasojos, the Appellants respecifully submit the inherent anticipation rejeetioils aie 
improper afid should be withdiawn. 

Failufe of theln hereM Anlicipatt on Rejecitom to Estahhsh (he 
Cited References Teach All the Elements o f the C kimed Methods 

The Appellants respectfully submit that Claims 1-11 are not anticipated under 35 USC 

le<i«.b L^ic CJLii cn.s of be dinu.idoO cSairas Indcpendea* ClaiiR 1 -•ecitcs tni. stCsSS of "a) 
idcatif>mg £ pauent wi± nevrop^lhically-tnduced negative sensor)' '^iienomena; b) identifying a 
locus of the neuropathically-tnduccd negative sen«>iy phenomena, and c) applying an axiesthctic 
topically lo the skin of the patient with neuropathic negative sensory phenomena at or near fie locus 
of the negative sensory phenomena, whereby the neurooathically-uiducod negative sensory 
plienoraen^i m t'le pancnl is tieated " Independent Claim 9 -ecites ibe t>iepb, o a) identifying a 
oatientvi 'kj'oiI ca> ^ piduced negative suisoiv phcnonxra, b) -dernivMg a \")>.us o'-tbc 
neii opauucaliy-'nauced negative sensory phenomena, and c) applying a non-wovenpOivesle- cjoth 
mcludmg a physiologically acceptab-e adhesive, comprising ftom abonl 2 to 10% by weight of 
hdocamo, .o tnc skm ofaaatiot at or neai the .ecus of the negative sensory phenomena, v^ hereby 
the ncuronat n-;al'v-iraaced negatjv^. sensory phenomena m the patient is treated" independent 
H I w f.s I V, !..cp^o' j) dox r ^ with numbness or t'lt. sM^ 1) ij^iivi.''a 

Silt, of ire nu^iibncsb oi the s^m, and c) topicaJ) applying a local anestho'^ic v •> hv. s v.i'i H, >'■ n^di 
We Site of said numbness; whereby the numbness of the skm of the patient i s accre^&etl ^ ^ "'^h 
fails 10 leach tliese steps of the claimed methods and Web-Page and Rowbotham both tail to sbow 
th?be feteps are rccessatilv present m the disclosure of US '738 In particular, US '738 ooes not 
u ^usejv^e?so 1 i t^. n4 ipa' or u\itiTieuropa%Ccil.v-i xMcwi.ne£ianvesei-so)\ p' cioniena, 
idei {>i!U'UevOc so'Tli^spbcaorera^ida^^piyinganesiictictotha .uc^- Ih^xi^ s icrccai 
t)eno anticipation ircu'ding inherent anticipation, under 11S{ ijl 02(b) ol < i."- US 
'7^8 as cv idenced by W eb-Page and Rowbotliam because the cited i clerences si i7ipl> do not v ^ 1 1 
steps of the claimed methods eitlier express! v or inherently 

Tms is unsuipnsing consideiirg that, as di^^cussea above, US "^S concerns the 
treatment oi patients with pam. spccifi caih post-h« .ipetic neuiJg a ^ot >itisnts with 
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'"neuropathicalV-mituced negative scnsoiy phenoaicua" or '^nvirtibriess," 

Thus, the above discasslon makes it c^eat Cbims 1 1 1 ase m/ irfieienily anticipated by US 
'738 m vie\^ of Web-Pa^^s^ . id Ro\\ooi\in 

For these reasons, the AppcHants lespetnfoUy sabni A the uiliticat anticipation rejections as e 
improper and should be wiMrawn, 

Rew chon ofChams 1-11 as fnhrreM} Ohxious under 35 USC .^W 3{a) 

C dim'i 1-1 1 art, .■'a.ddox vasK, re tciCvi as r'^v.enu} o'mousui de^ '^'^ USC v;10N<^a; c\c' 
US ^75SandUS '582inv5cw of Web-Vago and Ro\\bothara C5am-s l-'l .ucrolo>\'oasc\erl.S 
'738 and US '582 m \ie\\ of Web-Page and Rowbotiiam. I ncre are several reasons for this Firsi, 
the Examiner has failed to consider ail Uie elements lecitedin the claims and iias tgnored the actual 
vvnalun^oithe. L^'ni, Socoja the Fxaminerhasunproperlytaken notice ofaso-cailed "universal 
tact ' to a^sca K -^L ^^"12^ pe the nsc of Web-Pagc in the obviousness ejections Third, 
the obvioasne=!S re cct^o'if .mpm )c h .o \ o n the doctrne of inhc en* .mticipatson and refCiC^xes thai 
are not prior ait Fourth, the cited reteiences fail to teach ai. the elements of the claimed methods 
Fifth, the Appellants have discovered that unexpected results ase achieved by treating patieiits with 
the anesthetics used m the claimed methods of treatment and this is c<5mpelling evidence of non~ 
ob\^ousnes«s Sixth, one of ordinars- skill m tlie mt would not be motivated to perfonn tlie claimed 
methods based on the teachmgs of the cited references or to nsasonably expect success o.i so doing 

Failure of the Ohviotisness Rmections to Co nsider All the Eletne nts of the Claims 

The Appellants respectfully submit that Claims 1-11 ate not obvious under 35 USC §l03(a) 
o\ofl S^'-^S T..^ S 5%lv Meftol\\.') P.*geandRo\\bot^<vm ^vxaasetheh\.m,rs.rh£'v.j.nored 
the ch/m clcjTAnts jLiuaLy iccited ^n Ciasms 1-11 Ab discussed dbo^c regaiaiDg 'h^ 'nberent 
anticipation rejections, this is appaiert from the Exammer's statement, leproduced below, that 

t w\\it>\r- I'lc F K^sAUicr's po^itiop that this [(.he niethod.'i oi rL^iii. 
i-liyj is simply a method of treatmg a pamful neuralgia m the 
disguise of treatmg a sj^iptom of the disorder Official Action 
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mailed December 2S, 2009 ai nagc 9 and the Official Action mailed 
Jiuie 9, 2010 at page 10 (emphasis added). 

Once again, this makes it clear the Examiner smiply ignores the recitations of the claims because he 
somehow "jiist kiiows" the Appellants are claiming somethmg different, i e , U'eatmcnt of pam. -when 
fact the appealed claims recited "negatne sensotv phenomena," \\ Inch is defined in Appellants' 
vK\ Kdl.on at -^agidph? \bb 1 5 ] ^-x. ^ " ' | . s ' u ^ - < sc. e ' so n< 'O' ' 5b 
the accrcasea ahilUy le feci Ugnt touch, paui, po-vo^ ^.^szvo.\ A.rir h »^wv .ipo 

cookess/coid." As stated above, he is tmstaken. 

Thus, the Appellants also respectful!) submit foi tins reason, that ihs mhereii oh\ loi-sness 
rejections aie improper because it is clear the Examiner has failed to consider all the elements of the 
claimed methods and has impermissibly i^ored the actual recitations of the claims. 

Improper Notice *'Ummrsai F&et " 

The Appellants respectfully submit that Claims M I arc not ob\ious under 35 USC §i03(a) 
ovei US '738 and US ^$82 in view of Web-Page and Rowbotham because the Exammtr improperly 
takes notice of a so-called "universal fact" to assert that M PEP 2 1 24 permits the use of Web-Page in 
the obviousness reiections. The "univcrbal lacr re'^rai oanpc.iis\>bt \hcZ\.LVii-o^ ^abscrtion 
that "negative sensoiy phenomena" or "numbness" aic "necessanh mcsenr' paaents pioscnt ng 
"postherpetic neuralgja.'" 

There is no such 'Wversal iact" Instead, what is true is that "negative sensoiy phcnosr ena" 
u" ''nmnbrcss"' are separate symptoms thei maybe entuely absent m patients suffenug from post- 
\c\p<i\'. iCi^.Avui l^^svvdsc^cj OHituneub} '^^ Jc t'-e Appelbn.b cited m .cbu lal .4 *hc 
L\ciu\rc-\ asserao;:s CvJiiCLi.ung W eb-P<ige bpt. A^.h Jisl asset' above - cgardng tlii; J^f^ci e.-'t 
anticipation rejections, the Bxaminer's assertior o. 'i nr,e5<;.ii fact ' contra '-v to a^-*-^cct^■'^co 
dictionary dePmtions as ell as the disclosure and aata m tiie pu.r ic\ itiwed Hasme and Row *x>tha:n 
ioumal articles See sub-headmg entitled ' "Failure to Establish the Cited References ^IjecessanhC 
Mwrejith i^^\cio\,' (he Elements of the Gamed Me thods'" stipra, 

W'vd} fK03c, and asj discussed above, m the telephonic irterview of lanuaiy 7, 2010, the 
:'\-av.\v.\tx coTiccdca the 'XppeliiiiTis' poh.'\v! that paticrni>, cuii have posi-her|?etic neuralgia (pain) 
without hiuing any symptoms of negative sensory phenomena or numbness-was correct. See 
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ExaiTiiner's Interview Simumary dated Febniary 17, 2010, During the interview, the Examiner 
explained this was because tiic symptoms of paliejils with post-herpetic neuralgia represent a 
spo' 'luiii arc not ese'-^. post-l^ofpei^c ocurojio D<.jcnt v^f'J hd\e .syiv.ptoT.h of negative seosorv 
pi'O.cvTicn.* or r>:rabncss, but nevertheless some post hojpet^c neuraigra patients inigli t have 
symptoms of negative sensory phenomena or numbness. See e,g. , Examiner's Interview Summary 
dated February 17, lOiO at lines 13-16. 

The Examiner cannot have it both ways Either a '"universal fact" is universally, and 
uneqm\ocdl v. iwc in all 'rstarco^ or t is .W. ^Icu, ' js lel srd < WY^^-.^a^c i? re-ef.^rc ro 
available for applicanonm obviousness rejoctsonarosio'^ aso cailod \\ust.r^a.fact"a.sdcsc focd 
in MPEP 2124, Moreovei, the teachings in Rowbotham which arc contrary to the Exanuner's 
assertions here have, again, conveniently been ignored. 

Thus, for these reasons, the Appellants respectfully submit obviousness rejections are 
iiTiproper because they rely on the Web-Page reference which is not prior art and does not represent a 
Miversal fact. 

Ithpro per Rehance on the Doctrine of I nh erent Anticimtio n 

The Appellants respectfully submit that Clamis 1-11 are not obvious under 35 USC § 1 03(a) 
ovfi irS '^38 ardUS ^582 in \ie\vofWcb-PageandRowbotham because the ob\TOUsnes<v rejections 
1 \ piopt i\ rel> on docttkit ot mbeicn.^ anticmai on T' .ipnucnH fron^ Vie connnents onpa&e 
^ *JiL OLicjai \cliou rcgardir.g "mco:poraUon" ol the mhctcnt aniio patio.i a ganxnts i clatmg to 
US ' 738. Wvb-Page and Rowbotham into the obviousness rejections. This can also be seen from the 
fact that the obviousness rejection depends on US *73S. Web-Page and Rowbotham as the core 
conibmation of references sv.pporling the obviousness regections. This is despite the fact that Web- 
.'ogc.s':.^to-'ora..UKL:ci 35 i SC bccr.ut,e die ps oru^ ^-.■'Se l^sa.T c^t^oi i^X')ve'nbef 
25 :(,v,3ai^^jilep^J)hc.t'0.ldd^ofor^^ob~Pagcisnos:appa3e1J iio-\iirsdv\ n e it, wi'^auv event 
is assertoo tU >\an. ue <o Sofleinbei 6, 2006. Sec "Nouce of Refeieacoi C ^od .^rlered 
January 1 3, 2(K}9 I bus, the rejccuons tad on this basis to estabhsn pnma facte ob\ .ousnes^s 

The doctrine of inherent anticipation camiot properly be applied m the context of 35 USC 
V.0^ob^>ol.5nc^- .ctio .s See i g Jn re SpOfmmw andlleinke, 150 USFQ409 (CCF \ ^)%! 
, » /t\v.W,' Ufif/A'op, 9 F 3d 1531 (led Cir 199?) YcMhe rejections mcosKC >kv.o- 
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arguments which conflate anticipatioB, aad aiiticipation-related doctrines, with obviousness atid 
obvTOUijness-related doctriijes. Such conSation is prohibiied because it is apparent (roni the cast 
\srA\ f^Mch&s Atlas PcY,d£f Co ^\IrccoI-'C ^;''OF.,^d 1342 (Ftd. Cir. i'?991)aiKi other cases, that the 
appbcaiion of the inherent anticipation dociriiic is Jmiitcd to the context of.^S I SC < i 02 ajiticipation 
not obviousness tittder 35 USC §103. Moreover, it is self evident to state: 

Thai which may be iiiherent is not necessarily loiown. Obviousness 
cannot be predicated Q n tmknovvn, In re Sporfnami and 

Heinke supra at 452 (emphasis added). 

Stated differently, tliis n^oaus .application of the inherency doctrine is limited to anticipation based 
rejections made uiider ^"^ USC § 1 02 

This makes sense The imticjpation docti'ine is concei-ned wwh ihc issue of novcltv xcA 
whether a clanred invention, such as a composition or method, was disclosed in the prior art before 
the occurrence of the events identified in 35 USC §102. See e.g. 35 USC §1 02 and Atlas Po^vder 
Co. supra at 1347-1348, The doctrine of inherent anticipation enstnes members oftfae public remain 
free to make, use or sell prior ain compositions, or methods, regardless of whethertliey recognize tlie 
complete makeup and properties of aprior art composition or the undedving seieniitk pn-scjpk-s Ji.d 
allowr a prior art process to operate. See Atlas Powder Co. supra ai 1348. ff it turns out a 
composition or method was pre\dously disclosed it is not novel and cannot be patented. 

In contrast, obviousness doctrine is concerned with the issue of whether a member of the 
public would, based on his Imowled^ and the prior art at the time an invention was made, have 
coip.bmed the seaciiiitgs of the prior art to make the claimed invention. The language of 35TJSC 
§ 103(a) states that: 

A patent may not be obtained though the invention is not idcni5cal!y 
disclosed or descnbed as set forth in section 102 of this title, if the 
differences between the subject matter souglit to be paleritecs mid the 
prior art are such that tiic subject matter as a whole would ha\ c been 
obvio us at the time the in ven tion wa s made to a persoti basing 
ordinary' skill in the art to wliieh said subject matter pertains. 35 
USC § 103(a) (emphasis added). 

n-jis jungiLige :5iake^ seveni! things plain. First, obviousness is detemiined "at the linigjhe 
in\e;i:ion.v\LS -nadc" iund ihis detcnnination is based on what a person of ordinaiy skill in the art 
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■vvorJd have known from " the prior art ." See 35 USC §103(a)- In fact, it is well settled that "[a] 
prhna Jiicie case of obviousness is esUiblisbed when the teachings fix> iri the prior art Uscir woiiki 
appear lo have suggested ihc claimed subjeci m.iiier lo a person of oixunaiy skill in the an." See hi 
re Kijckaen and Kop supra at 1532 (citing In re Bell, 991 F.2d 781 (Fed. Cir. 1993)); and In re 
Rinehart, 531 F.2d 1048 (CCPA 1976). However, as one court stated, atid which appears to apply 
W3th|>atticular force Jjere;: 

[T]he examiner's assuraptions do not constitute the disclosure of the 
prior art. We agree. In re Rijekaert and Kop supra at 1533. 

Together, tliis means references that are not '"prior art" cannot be coiisidered in the 
obviousness analysis. This also means that a non-prior art document, such as Web-Page, published 
sometime after an application xvas filed cannot be considered in the obviousness analysis for the 
simple reason that it did not exist "at the time the invention was made." In addition, this means that 
orJy "the teachings of ihe prior art itself;" i.e., what one of ordinars^ skill in the art would have 
known from just tlie pnor ar? can be considered in the obviousness analysis. See e.g.. In rcRijckaert 
and Kop supra at 1532. Most importantly, nsly^ng on inherent, iiidden disclo.iure in a reference 
which would have been unknown and unrecognized by a person of ordinaiy skill in the art at the time 
an invention was made is imprqjesr in obviousness rejections. Stated differently, this means there 
can be no such thing as "inherent obviousness" and to assert otherwise, as the Examiner has, is 
simply paradoxical and improper 

Here, this means the obviousness rejections are improper because thty reiy on the r.>^ ; pn.->- 
arl Web-Page reference, they rely on inherent disclosure instead of what one of ordinal^ s.mSI in the 
art would have recognized and known from the prior art and tliey rely on *'inherent anticipation" 
aiguments based on the Examiner's incorrect assumptions concerning disclosure he believes is 
d'.s^iius.v. m the y-M: art Chi.N also nicanp the FKaniiatr's rdihnc^ or. Y.PhP : ! 3 . (M "1. s\liich 
J>-'ais ssnh the use cf non-prior art references m ■'mheicnt anticipation" :e>vuo i^, to ;:M;fy the 
vit.;i:or of \Vc;b-Page in the obvionsness rejections is improper. 

For liiese reasons, the Appellants respectfully submit the obviousness rejections ^a■e rupruper 
and should be withdrawn. 
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Failure o f the Obviousness Rejections to Establish the Cited References 



leach AH the Eiem enis of the Claimed Methods 



AppdlmiU respectfully sulmiit that Claims 1-1 1 are not obvioiis under 35 USC § 103(a) 
because US ' 738 and US in view of Web-Page and Rowbotham fail to teach all the elements of 
the aiTietided clainis. This is because, as discussed above, the core combination of US '738 in view 
of Web-Page and Rowbothani fails to teach all the elements of Ciaims I-Il either expressly or 
inhcreiitly. See sub-headings ciUiUed ''failure of the It meri^iit A ^ rndpalion Rejections lo Esuihl ish 
the Citea Refe rences 'Neces.fariiy ' Inhe rently Discl ose All th e Elefnems of the Claimed Melhodf' 
sn>^1 ^'i' dihu 'e of t he Inh crenr Aiirfciparion R ejeetions to Esiahlish the Ciri'd Reference.': D isrhseAll 
the Elements of the Claimed Methods'" supra. The citation of US '582 does nothing to cuxe this 
deficiency of the core combination of references. Moreover, the combination of US *738, US '582 
and Rovvbotham also fails to teach all the elements of Claims i-1 1 . This is importaru because, as 
discussed abo\'e, Web-Page is not available as prior art for application in ihe present obviousness 
refections. 

For these reasons, the Appellants respecttiiOy submit tiie obviousness rejections am improper 
and shouid be wi to 

Unexpeeted Resuks 

CUiUjs 1-1 J aie not obvious under 35 USC §103(a) o\er I S '73<S and LS '5S2 r of 
Web-Page and Rov^fbolham becamse the Appellants discovered unexpected results are achieved by 
treating patients with the anesthetics used m the claimed methods of treatment Anesthetic 
compositions aic mtcndcd to deprive patients of sensory perception Importantly, tlic Appellants 
A\ e t L+ic \ iJk teacm ii .rt and anexps-cto^i^ i . i \u i lo'isLdliv u^ij^i vi' ^ ^ e le cou 
1^.1 tLc ^<X Air s A I'ei^t op^LtJioa ly-muuccd ' nog^ax e sujstjry plicjuJie la 'o. ' nm-^ "'K-s' of tic 
sk r rp< itut. S >4 ,,r^uial]> f3ledappjt,a!'ouatpai^giaT>hs[00*8|-[{Vi9 ^oupagc"", \ os -U? 
in ft.ct, patjcnts witli these symptoms expenenced an 'improvement of scnso.y loss (Ccceas^c 
riimbness), and nnproved tactile response (tiiey could better feel obfccts touching then- skm) ' See 
o, \<i \\ A i.\ appiiC'Ulou at paragraphs '0018]-[{)019]. on page 7, lines 1 1^^ \c Appellants 
'o^po^t \i V -^ih^xii this nevir' use for a topically apphed anesthetic is compe Lng ^aence of non 
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obviousness ^dditionai'y, the Appellants .cspectfully submit tk-it. m view of these unexpected 
results, the rejections are based on improper luxidsiglit reasoning, 

ll-'e Appt,! ants di j oDtc hoL "e^'eci t'-ai a is ^ aad unexpe<.t£d ise o a pit-v ouhh 
<xn}\\ n coirposiUon, mjcIi i.s a metlioJ ol tredtment cU^m hkt^ rho&e oi Ciains . -U , be .-sex e , 
non-ob\ious and patentable See eg ^ In re Spada and Wtlczynsku 911 F 2d 705, 70S (Fed Cir 
1990) cnmg In re Hack, 245 T 2d 246 (1957). 

Fc- these reasons, the Appe^larts respectfully submit the obvioi^ness iqectior s mo mpioper 
and should be wididrnva. 

/ gi lure of the CuM R^fe^^nce'; to EiUtb lish Motivun a, w a 
Reasonable Expectation of Siiccess for Q nepf O rdinan Skill in the Aft 

Ihe Annv, ^r<ti .cspcctti I \ Sv.'^m.ttliat Claims 1-11 arenotob\ious undei 35 I SC ^j^OS^a) 
over US ""^8 and I \ 5v,\\ o* \\ cb-Pagc and Rov^bothambec^i^seoi-ieofordipar; ski'" jr tlie 

a:-t would not be m s . Hil cned ri^tLiencts "^eifom-' the t'aLTiOd iret'ioda, or t, ^ 
expect success on bo doing. This is because notluLg m tl>e cued references appeals, to suggest tl-iat a 
topically ajjplied anesthetic (f e,, a compound knoviti to block sensation) can cause sensation to 
return oi improve tactile response and senjsor>' loss in patients with neuropathicaily-mduced 
' negative sensory phenomena" or "numbness"" of the skin in fact, the cited rcfei ences. such I'S 
738 and CS '5S2, appear to te.Ki ^s.^ i ox Is pcc.h^c lH\ J^arh o<.us o. .-^e 
anesUietics Jc reduce, or eliminate, sensations such as pam bee c g , US "7 >S at co >x.i\i 3. hnes 20- 
54 andUS '582 at paiagraph [0039] Even the noii-pnor art Web-Page reference teaches away from 
this use of anesthetics when it notes that a 'ocai anesthetic, such as a NOVOCAINK™ pioduces a 
fee'rg of ni;mbncss n an affected skin area Importantly, as discussed above, the Anpeiiants lave 

v\ ^■\ic".-> ^ppcLautN ai.faji .csp^c.h U i>nb-mt this .s con.pcMmi, ex-Jonce of iion- 

oQ\ 'oasTiess diid that one oforduiai-y skiU lO. the art would not be motn aled by the cited references to 
perform the claimed methods, or reasonably expect success on so doing. 
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The Claimed Methods are More Tftan the Predictable Use of Prior Art Elements Accordi ng to 



their Establi'shed Puiictiom 



The Appcliaiits respectfully submit that Claims i 1 1 are not obvious wider 35 1 \Sf § 1 03i<i) 
over US '738 aiidUS '582 m view afWeb-Pagc audRowbothani because the claimed methods are 
move than the predictable use of prior art elements according to their establishcil functions. As 
discussal above, the Appellants defied tbe converitional wisdom of the art and discovered 
unexpected :ci.iiits .r.^ <^cha~^cd b) noarng pdl.esrs:. rJU iedi^e.^rieUvS usv.t- m ihticldvri&AKicihoc.a 
of trcatnasni. The AppeilaT\'> ^un^ruirgly iounc that a tt)p-ca];> appbcJ j-ttsil^ctic e , <i ccj^potind 
known to block sensatiLon) cm cause sensaiion to return or -ir,p'-ove laciiit. response .srd st-tsson- 1oi:t> 
m patients with neuropatliicaily-induced "negative sensory phenomena" or ''numbness" of the skin. 

This required the Appellants to ignore the '^common sense*' understanding of a person of 
ordinary skill in the art that the ''estabhshed function" of anesthetic composidons is to deprive 
patients of senswy pei-ception This "common sense'' understanding, ihe "established iu'Xison" and 
the predicted results one oi otdJiR^ skill j.n the . w oiJd c expected itom ihe admm^ strati on of 
anesthetics, are apparent throughout the cited references, such as US '"738 and US '582. which 
clearly teach the use and function of anesthetics is to reduce, or eliminate, sensations such as pain. 
See e.g. , VS '73S at column 3, Unes 20-54 and US '582 at paragraph {0039]. In fact, even the non- 
prior art Web-Page reference demonstrates this ''common sense" understanding of ±e established 
function and p"edicted results iroxn ihc est; of anesthetics w icr .v -olo^ v » ^oca! anesthetic, such 
as a NOVOCl'VfNE™, produces a feelmg of numbness in an affa:tcd Am area. 

The Appeiiaats contravened "common sense" and ignored predictions based on the art- 
established iunctions of anesthetics to arrive at the claimed methods. This required the Appellants to 
ignore the nonnal inferences tliose skilled in the art would have made concerning the administration 
cf^-^rc^noro^ aud to .it.ii/eovaiAesicpsthat a oo£^u\ o \^k'\u^; v ,-.k.jl jr ibe ati svvp]\ \\>-> ildnot 
enip"o\oJ Th,<a m pe; ro-^nuigtUc claimed mctnods the Appolia^jts \&c to Co soncihr-i^; i\ci{ 
Vv .IS r.ci or \ ,i)u^ <o \:y AdditjLonaliy, this meant the Appellaaits had to use more than mere "ordinary 
crcau's it>" to arnve at the claimed methods and that the unexpected res^ilts obtained with those 
mctliods were not reasonably predictable. 

For these reasons, the Appellants respect felly submit te obvioimess^m^^ 
and should be withdrawn. 



8 



In lighi of the foregolTig, ihe Appellants respcctiiilly request that the rejections of Claims 
1-1 1 aeeordmgly be reversed. 

Respecliiiiiy submiued. 

y .-^d 

L Dan5o: Cbr.stcnbun, Reg. No. Ji.-'SO 
Attorney's for AppeOaBts 

PC/vbm 

(610) 558-9SO0 
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Claims Appendix 



1 (Prcv'ousiy Presented) A me^od for treating neuropathically-mducod negative 
sensory pfienoffieiia in a pateent compnsmg; 

d) dor J i} nvj r. oatic.^t \\ rh r\. ujoj. atircai Sv .fv^ ^ced logav'^x e scii6.03-;^ t)hcnopvra, 

b) scentifyriL' a 'cvs of ''he 'K'uro'^^iiita»l>-snductfd j^cgat'vC '^cns!. .v pncnonie.ia. ai'^o 

c) api'b.ng .ni aiicstnctic topRdlK .o the skm of the patieri* with neu-or:.irc jot,r,^'se 
s>risor> p'^^enomena at oi near tbc locus of the negative sensory phenomena, lereby ihc 
neuropathieally-mduced negative sensory phenomena in the patient js treated, 

2. (Previously Presented) The metiiod of claim 1 , wherein said aaeslhetic is a benzoic 
acid dervvative. 

3 (Ong wJ) f ae nuetnoJ of am / v bero^ i i>d si bej/ o o ao^d dcnvanv^, jti, sclecitd 
rori the group consisting of benzocairc. piocame, tctiacaiiic, chloroprocame. propoxycaine. 
cocaine, proparacaiue, mq)i\acaine. bupivacaine, pheaocame, dibucaine, etidocaine, lidocame. 
pnlocaine. and pfearmaeeutiGaiiy acceptable salts thereof, 

^ ( Onginal) The method of claim 3, wherein tJie benzoic acid derivative is hdocamc 
\s ''i„ jvf) 1 10 nci V of i, am - xvri."^ n i jJoLame is coitained ui ,i pa\L 

6 < iMgiiiaD I he metliod of ciaini 5, wherein said patch contains between about aid 
about 3 0% hdocaine. 

7. (Ongmal) The method of claim 6, wherein said patch contains about 5% lidocaine. 
S {Original) 4 method according to claitn 1, wherein method fUrther comprises 

apphirg . co\e, ONe- i arcst^o c, i.a v. (."\t to.ricd jro*n a ^la^cid selected f» r. l*^e ^-^oup 
(.ou&.<r.^ <u f« (.hlifiae. ro\sr\.K-'cnv chsoiKie, polyethy c, s>T^thet c iiDt)or wosck 

po yci c- iabzx, <.nd •'Ol-^vo\^^r! pr ycN^cr fabnc, 

9 (PreMOUsly Presented) A method for treating ncuropalhically-mduced ncgari've 
sensory phenomena in a patient by topical admirastiation of an anesthetic, said method compnsing: 

a ' dt'.r.i*^ T.L, a patient with neiu-opalhtcaliy-mduced ^e^'aL^ o scn^or\ nhL..so!.v^^a 

b) dor.!^) rjg ^ iocus of the neuropaihic^llv-'iiducod r.^^falr e ^cnso^'v plic.WT^e u art. 

o) c^ptslsT.g a Tior-WiAct; po se^ i ^ > ' uL^ c ~!:>bio^j^„ cai \ .cccnvulslc ■^i.' ^Ci^\c 
coniprisingfromabGiit 2 to 10% by weight of lidoe4rae, to the skin of a patient at or neai' the locus of 



the negative sensory phenomena; whereby the neuropsihkajiy-induced negative sensory phenomena 
ni the patient is treated. 

10 (Originai) A method according to claim 9, wherein said iidocaine is present in about 

5% by weight. 

1 ! . (Previously Presented) A method for decreasing nmtsbness of the skin of a patient 
eotn^Sing: 

a) identifying a patient with nnnibness of the skin; 

b) identifying a site of tiie nujnbness of the skin; and 

c) topically applyir.g a local anesthetic to said skin at, or near, the site of .said tiumhriess; 
whereby the numbness of the skin of the patient is decreased. 
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